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DETAILED ACTTON 



Status of Avplication , Amendments, and/or Claims 

The Information Disclosure Statement, submitted 29 November 2002, has been entered 
into the record as Paper 9. The amendment filed 20 March 2003 (Paper No. 1 1) has been 
entered. Claims 2, 4 and 5 have been amended. 

The Terminal Disclaimer filed on 20 March 2003 (Paper 12) disclaiming the terminal 
portion of any patent granted on this application which would extend beyond the expiration date 
of US Patent 6,475,468 has been reviewed and is accepted. The tenninal disclaimer has been 
recorded. 

Claims 1-14 are under examination. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 



Withdraw n Objections And/Or Re jertinns^ 

Claim Objections 

The objections to Claims 2, 4 and 5 for reciting non-elected inventions is withdrawn. 
The reasons for this objection were set forth in the previous Office Action (Paper 8, 19 
November 2002, page 9). Applicants have amended claims 2, 4 and 5 to recite only the elected 
Invention. 
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Claim Rejections 

35 U.S.C. § 112, second paragraph. 

The rejection of Claims 8, 9, 1 1, 12 and 14 for being indefinite (e.g., "anti-solvent"), as 
set forth at p. 3 of the previous Office Action (Paper No. 4, 3 1 December, 2001), is M^ithdraM^n. 
AppHcants have argued that "anti-solvent" is a term that is well known and understood in the art 
(see for example the Abstracts in: US Patents 6,299,906 and 6,517,840). 

Similarly, the rejection of Claims 8 and 9 for being indefinite (e.g., "a critical pressure 
and temperature"), as set forth at p. 3 of the previous Office Action (Paper No. 4, 31 December, 
2001), is withdraM^n. Applicants argue (p. 5-6, Paper 7, 21 August 2002) that the choice of 
conditions specified in the claims would be obvious to one of skill in the art, and that 
furthennore, US Patent 4,582,731 describes the critical conditions used for the methods of the 
instant hivention and has been incorporated by reference into the Specification. 



Non-Statutory Double-Patenting. 

The rejection of Claims 1-14 under the judieially ereated doctrine of obviousness-type 
double patenting is withdrawn. The reasons for this rejection were set forth m the previous 
Office Action (Paper 8. 19 November 2002, page 9). because it appeared that Claims 1-13 of 
U.S. Patent No. 6,475.468 claimed similar subject matter as the instant Application. Applicants 
have submitted a Terminal Disclaimer to US Patent 6.475,468 (Paper 12, 20 March 2003). 
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New Object ions and/or Reiectionx 

Information Disclosure Statement 

Reference numbers 3 and 4 on the Infonnation Disclosure Statement PTO 1449 



were 



lined through by the Examiner because: there was provided no Authors, no reference numbers 
and no publication dates. Furthermore, References 3 and 4 may contain privileged information 
that should not be publicly disclosed. 

Claim Rejections - 35 USC § 102- Prior Art 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
fhtunitrd ^''^ """^^ '^^^ P"-^- ^« ^'^^ ^^'^ Of appIicrtfonrrTarnt in 

(e) the invention was described in (1) an application for patent, published under section 122rb^ hv 
another filed .n the United States before the invention by the a^Jlicant frpatent or m * ' fe ' 

IZ:^ 7r " T'r"'" P'*^"* fi'^'^ ''•^ uJed Stat rbete he inienSoX the 

all^Uha? ?H ' f""' -t-»^«onal application filed under the treatrdefrd in sS 

351(a) hall have the effects for purposes of this subsection of an apphcation filed fn the United Str, 

2%^rureT^-^^^^ - - d rd^rScir 



Claims 1 and 3-14 are rejected under 35 USC § 102 (b) and (e) as being anticipated by 
Hora, et al, in Patent No. 5,730,769 (1998). The claims in Patent 5,730,769 read on a 
polysaccharide polymer construct comprising a medicament; the claims read on a large variety 
of medicaments, including insulin. Since claims 1 and 3-14 of the instant Application recite a 
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polysaccharide polymer construct comprising a medicament, the Claims anticipate a multitude of 
polysaccharide polymers and medicaments. This rejection can be overcome by specifying well- 
defined components of the construct. 

Similarly, claims 1 and 3-14 are rejected under 35 USC § 102 (b) and (e) as being 
anticipated by Baichwal, A. in Patent No. 5,478,574 (1 995). The claims in Patent 5,478,574 
read on a heteropolysaccharide polymer construct comprising a medicament; the medicaments 
recited include hormones. Since claims 1 and 3-14 of the instant Application recite a 
polysaccharide polymer construct comprising a medicament, the Claims anticipate a multitude of 
polysaccharide polymers and medicaments. This rejection can be overcome by specifying well- 
defined components of the construct. 

Claims 1, 2 and 6-14 are also rejected under 35 USC § 102 (b) and (e) as being 
anticipated by Otagiri, et al in Patent No. 5,302,399 (1994). The claims in Patent 5,302,399 read 
on an alginic acid polysaccharide polymer construct comprising a medicament; the medicaments 
recited include P-blockers. Method steps for synthesis recite alginic acid viscosities of 100 cps, 
which read on approximately 40/0 alginic acid by weight. Since claims 1, 2 and 6-14 of the 
instant Application read on or recite an alginic acid polymer construct comprising a medicament, 
the Claims anticipate a multitude of polysaccharide polymers and medicaments. This rejection 
can be overcome by specifying well-defined components of the construct, as well as specific 
conditions used in the synthesis of the construct. 



Rejections - 35 USC §112, second paragraph, indefiniteness. 
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The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter that the applicant regards as his invention <»stmctly 

Claims 3, 4 and 5 are rejected under 35 U.S.C. 1 12, -second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 4 and 5 are objected to under 37 C.F.R. § 1.75(b) as being duplicate claims. 

One of the duplicate claims should be canceled or otherwise amended to delimit a 
different scope of the invention. Applicant's attention is also directed to M.P.E.P. § 706.03(k). 

Claim 3 is rendered indefinite because it defines a medicament by molecular weight (e.g., 
"1 K Dalton") without specifying the method by which the molecular weight was obtained; it is 
not known therefore, how pure the polypeptide is or how accurate 

the measurements were. Amending independent claims to recite a method of molecular weight 
measurement would be remedial. 



Conclusion 

Claims 1-14 are rejected for the reasons outlined above. 
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Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sandra Wegert whose telephone number is (703) 308-9346. The 
examiner can normally be reached Monday - Friday from 9:30 AM to 6:00 PM (Eastern Time). 
If attempts to reach the examiner by telephone are unsuccessful, the Examiner's supervisor, Gary 
Kunz, can be reached at (703) 308-4623. 

Official papers filed by fax should be directed to (703) 308-4242. Any inquiry of a 
general nature or relating to the status of this appHcation or proceeding should be directed to the 
Group receptionist whose telephone number is (703) 308-0196. 
SLW 
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ELIZABETH KEMMERER 
PRIMARY EXAMINER 



